COOTBETCTBYET 3KCMEPTHOMY OTUYETY
ot 24.05.2024 Nz 10165
OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHGFO TIPERAPATA 1004

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

BepommunakToH, TabnaeTku, 25 Mr

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBII COCTAB

JleicTByro1I€€ BEIIECTBO: CIUPOHOJIAKTOH.

1 TabGaeTKa COMEPIKUT:

JelicTBytolliee BENIECTBO: CHUPOHOJIAKTOH — 25 MT.

BcnomoratenbHbie BeleCcTBa, HATMYUE KOTOPBIX HYKHO YYUTHIBATh B COCTaBE JICKAPCTBEHHOTO
npenapara: MmoJHbIN mepeyeHb BCIIOMOTATENbHbBIX BEIIECTB CM. B MMyHKTE 6.1.

.HeKapCTBeHHHﬁ mnperapar COACPKKUT JIAKTO3bI MOHOTUApPAT.

3. JEKAPCTBEHHAS ®OPMA

Tabnerku.

KpyrJibie MI0CKOUIHHIPUIECKHE TabIeTKH OeIoro Wit O0eIoro ¢ )KeITOBaThIM, KOPUIHEBATHIM
WIA PO30BAThHIM OTTEHKOM IIBETA, C PHCKOM C OJHON CTOPOHBI TabJIETKH, ¢ (acKoii, moutu Oe3

3araxa MM co ciIa0bIM CTIeU(DUIECKUM 3a11aXOM.

4. KIMHUYECKHUE JAHHBIE
4.1. IToxka3aHusi K NPUMEHEHHUIO
e XpoHuueckas cepaeuHas HegocraTouHocTs (XCH):

— JIeYeHUE OTEKOB NPU XPOHUYECKOH CepledyHOM HEeI0CTaTOYHOCTH (B MOHOTEpAluu U B
cocTaBe KOMOMHHUPOBAHHOM Teparnun);

— JICYCHHE TSKEIOW XPOHHMUYECKOM cepaedHor HexocrarouHoctu (kmacc II-IV  mo
xnaccudukaruu Helo-Hopkekoii kapauonoruueckoii acconumaruu [NYHA] u dpaxuus
BBIOpOca JieBoro skenmymouka < 35 %) B JOMONHEHWE K CTaHAAPTHOW Tepamuu s
CHU)KEHHSI CMEPTHOCTH U OTPEOHOCTH B TocnuTann3anusx mno nosogy XCH.

e AprepuanbHas runepTeH3us (B coctaBe KOMOMHUPOBAHHOM TEpanuu, MPEUMyIIECTBEHHO

P TUTIOKAJIUEMUN ).

e I[luppo3s neveHu, CONPOBOXKIAIOMIUNACS aCLIUTOM W/HIIM OTEKaMH.
e Hedporuueckuit cuHAPOM, COMPOBOKIAIOIINICS OTEKAMHU.
e JluarHocTHKa ¥ JIe4YeHHE IEPBUYHOTO runepagbaocTeponusMa (cuaapom Konna).

e T'unokamuemus:
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JIPYTUX CIOCOO0B KOPPEKIIUU COJIEPKaHUs Kalusi B KPOBH;

— mnpoduIaKTHKa THIOKAIMEMHH y MAIMEHTOB, NPUHUMAIOIINX CEpACYHBIC TIMKO3UIbI,
npyu HedPPEKTUBHOCTH WIIM HEBO3MOXKHOCTU MPUMEHEHUS IPYTHX CHOCOO0B KOPPEKIIUU
COJIepKaHusl Kajaus B KPOBH.

4.2. PesxuM 103MPOBaHNS U CTIOCO0 MPUMEHEHUsI

PexxuM 1o3upoBaHus

B3pocnvie
Xponuueckas cepOeunas HeOOCMamoyHoCms

Jleuenue omekoe npu XpOHU4eCcKol cepoeynoll HedoCmamoyHOCmu

HavanpHas no3a cnupononaktoHa cocrapiser 100 mr B cytku (B 1 wim 2 ipuema). B Tsprenbix
CIy4asix MpU HEIO0CTaTO4YHON 3(p(EeKTUBHOCTH [103a Mpenapara MOXKET ObITh IMOCTEIIEHHO
yBEJIMYEHA /10 MAaKCUMaJIbHOM CYyTOYHOM /10361 200 Mr.

[TonneprkuBaroias 03a COUPOHOJIAKTOHA MOJOUPACTCSI MHAUBUIYAJIbHO U COCTaBIsET OT 25 10
200 mr B cyTtku (B 1 unu 2 mpuema). [IpemapaT MokeT MPUMEHSATHCS COBMECTHO C IUYPETUKOM,
JNEHCTBYIOIIMM B TPOKCMMAIBHOM OTJelie TOYEYHOro KaHamblla. B 3TOM ciiydae a03y
CIIUPOHOJIAKTOHA CIIEAYET CKOPPEKTUPOBATh.

Jleuenue xponuueckou cepoeunou nedocmamouynocmu (xnacc II=1V no kraccucuxayuu Hoio-

Hopxckoil kapouonocuueckoii accoyuauuu (NYHA) u dpaxuus evibpoca neeozo oicenyoouxa

< 35 %) 6 dononHeHue K cmanoapmuou mepanuu

Jls manueHToB ¢ cofepKaHUeM Kajus B CHIBOPOTKE KpoBU < 5,0 MMOJIb/JT U KOHILIEHTpaluen
KpeaTUHHHA B CHIBOPOTKE KpoBU < 220 MkMoub/11 (< 2,5 Mr/ain) Ha oHe cTaHAapTHOM Tepanuu
HavaJbHas /1033 CIIMPOHOJIAKTOHA COCTABJISAET 25 MI OJMH pa3 B CyTkH. [lanmenTtam ¢ xoporen
IIEPEHOCUMOCTBIO Mpernapara B 103€ 25 MI' B CyTKH NPU HAJIMUYUU KIMHUYECKUX MTOKa3aHUH 1032
CIUPOHOJIAKTOHA MOXXET ObITh yBenuueHa a0 50 Mr B cyTku. [l ManueHToB € IUIOXOH
NEPEHOCUMOCTBIO TEpaluu CIHUPOHOJIAKTOHOM B [J03€ 25 MI/CYyTKM WM TpPH pa3BUTUU
TUIEpKaIMEMUU /1032 IIperapaTa MO>KeT ObITh CHIDKEHa 70 25 mr 1 pa3 B 2 JHS.

Apmepuanvnasn cunepmen3us

Pekomennyemass HauanbHas J03a CHUPOHOJAKTOHA IIPY OJHOBPEMEHHOM IPUMEHEHHMH C
JPYTMMH TMIIOTEH3UBHBIMU IIpenapaTaMM COCTaBisieT 25 Mr B cyTkHu. Eciou cnycrsa 2—4 Henenu
apTepualibHOE J1aBJIEHWE HE JIOCTUraeT ILeNIeBbIX 3HA4YeHHH, [103a Mpenapara MOXET ObITh
yBenudeHa B 2 pasa. [loxnepkuBaroias 103a CIUPOHOJAKTOHA cocTaBiseT oT 25 ao 100 mr B
CYTKU. YBeJIHUEHHE CYTOYHOHN J103bl CIIMpOHOJIaKTOHA Gosiee 100 MI He MPUBOJUT K YCUIICHUIO

AHTUTUIICPTCH3UBHOT'O )IGIZCTBHH.
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BBI3BaTh Pa3BUTHE THUMNEPKAIMEMHUH (HAIPUMEpP, MHTUOUTOPHI AHTHOTEH3WHIIPEBPAIIAIOIIETO
depmenta (AIID) win aHtaroHucThl peuentopoB anruorersuna I (APA 11)), mo Hauama
MPUMEHEHHUS CIIMPOHOJIAKTOHA CJIEYET OLICHUTh CO/IEPKaHNE Kallusl U KpEaTHHHHA B CHIBOPOTKE
kpoBH. He crnenyer HazHauath mpenapaT BepolunuiaakToH manueHTaM, y KOTOPBIX COJep>KaHue
Kalusi B CBHIBOPOTKE KPOBU TpeBbimaeT 5,0 MMONB/I W (MJIM) KOHICHTpAIUs KpPeaTWHWHA B
CBIBOPOTKE KpOBHU TpeBbimaeT 220 MkMoib/1 (2,5 mr/mn). B Teuenue nepBoix 3 MecsleB mocie
Hayaja T[puUeMa CIHUPOHONAKTOHA TpeOyeTcs YacThlii KOHTPOJb COACpXKAHMS Kaluid U
KpeaTHHHHA B KPOBH.

Lluppo3s neuenu, conpogorscoaroWuiicss acyumom u/unu omeKamu

Eciu cooTHOIICHNE KOHIEHTpaluid WoHOB Hatpust u Kanust (Na'/K') B moue mpessimaer 1,0,
pexoMeHyemas 103a npenapara cocrasiser 100 mr B cytku. Ecim coorHomenune Na*/K* B
Moue MeHnble 1,0, pekomeHayemas 1032 cnupoHonakToHa coctaBiseT oT 200 go 400 mr B
cytku. [lognepxuBaromas 103a J0JKHA ONPENEISITHCS UHIAUBUIYAIbHO Ul Ka)KI0T0 MallUEHTa.
Hegpomuueckuti cunopom, conpogosxcoarouuiicss omekamu

Pexomennyemas nosza npenapara cocrasisier oT 100 no 200 mr B cyTku. CiMpOHOJIAKTOH HE
o0yasaeT MPOTUBOBOCIANUTEIBHBIM JCHCTBUEM M HE OKa3blBae€T BIHUSHUS Ha OCHOBHOMN
naTojorudeckuii mpouecc. IlpuMeHnenune mpemnapara peKOMEHAYETCS TOJIBKO B TEX CIy4dasXx,
KOTJ]a JICYCHHE OCHOBHOTO 3a00JIeBaHMWs, OTPAHWYCHUE MPHEMa JKUAKOCTH W HATPUs, a TaKKe
MPUMEHEHUE APYTUX TUYPETUKOB HEAOCTATOYHO 3 (HEKTUBHBI.

Huacnocmuxa u neuenue nepsuyHo2o eunepaib0ocmeporuzma (cunopom Konna)

Huacnocmuxa

1) AnuTenbHbINA TECT: CIUPOHOJIAKTOH Ha3HAyYatoT B 03¢ 400 M B CyTKH B TeUCHUE 3—4 HECIb.
[Ipy nOCTHXKEHMHM KOPPEKIMM THUINOKAIUEMUU U apTEPUAIbHOM TUIEPTEH3HMH MOXKHO
MpeAnojaraTb HAIMYME NEPBUYHOTO TUNEPATIbIOCTEPOHU3MA.

2) KopoTkuii TecT: CIMPOHOJIAKTOH Ha3zHa4yaroT B qo3e 400 Mr B cyTku B TeueHue 4 mHei. [Ipu
YBEJIMUEHUHU COJEpkKaHMsS Kajlisg B CBIBOPOTKE KPOBH BO BpeMs IpHEMa CIHUPOHOJAKTOHA U
CHWKEHMM  TMOCJA€  €ero  OTMEHbl  MOXKHO  MpEeAnoyjaraTb  HaJIWYME  MEPBHUYHOIO
TUIEPaIbJA0CTEPOHU3MA.

Jleuenue

IIpy mOArOTOBKE K XUPYPTHYECKOMY JIEUEHHUIO CIIMPOHOJIIAKTOH MPUMEHSIOT B fo3ax oT 100 no
400 mr B CyTKH.

Ecnu omepamusi He mnokazaHa, CHUPOHOJAKTOH MOXET TMPUMEHSTBHCS MM JUIMTEIbHOU
MO/JICPKUBAIOIIECH Tepanuu B HauMeHbIeH 3¢ @dekTuBHON n03e. B »TOM cityyae HavanbHYIO

JI03y TMpenapara CileAyeT YMEHbIIAaTh Kaxable 14 JHeW [0 JOCTHIKEHUS HauMEHbIIEeH
3
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s dexTuBHON M03b1. [|sI CHMKEHUSI BBIPAKEHHOCTH %%ﬂﬁ%%&iﬂig@gkﬂ{ﬁ'ﬂ Tz(ﬁi;f;e'-ﬁ‘ghOM

MPUMEHEHUU Tpenapar BepoumunakTon peKOMEHyeTCsl MPUMEHSITh B KOMOUHAIIUY C IPYTUMU
JTNYyPETUKAMHU.

T'unokanuemus

Pexomennyemas nosza mpenapara coctabisieT 25—100 mr B cyTku. CHOUPOHOJIAKTOH CIEAYET
HA3HA4YaTh TOJBKO B TEX CIIyYasx, KOTJa OPYTHe CIOCOObI KOPPEKIMU COACPIKAHUS Kauus B
KpOBH (HampuMmep, MPUMEHEHHE TPEernapaToB Kallus WX JPYTHX KaIUHACOEepEerarmux CpeCcTB)
Hed(p(EKTUBHBI WK UX IPUMEHEHHE HEBO3MOXKHO.

Oco0nlie I'PYHOIIbI TAMEHTOB

Tlayuenmsi nodxcunozo eospacma
Jleyenune mnpenapaToM PEKOMEHJyETCSl HAaYMHATh C HAWMEHbBIIEW J03bl C IOCTEIICHHBIM €€
YBEIMUYEHUEM JI0 JOCTHKEHHS MaKCHUMalbHOro xenaemoro sddekra. Cremyer cobmronarh
OCTOPOKHOCTH Y MAallMEHTOB C HapylIeHuEeM (PYHKIINU MOYEK JIETKOW M YMEPEHHOM CTETeHH U C
HapylnieHHeM (YHKIMH TI€YeHH, KOTOPbIE MOTYT BIHATh Ha METabOIM3M M JKCKPEIHIO
criupoHojakToHa. Kpome Toro, mpu NpMMEHEHHUH Tpernapara y MOKUJIBIX MAlMeHTOB CIEIyeT
NPUHUMATh BO BHUMaHUE PUCK Pa3BUTH TMIlepKaiueMun (cM. paszaen 4.4.).

eTH
Jlist meredt crapie 3 JieT HaYaJIbHAS 1032 CIIMPOHOJIAKTOHA COCTABIISAET 1—3 MI/KT Macchl Teja B
cyTku (B 2—4 nipuema). [Ipu npoBeaeHNN MOAAECPKUBAOIICH TEPAUK WA TIPU OJTHOBPEMEHHOM
NPUMEHEHUU C JPYTUMHU JUYPETUKAMU J103a CIHPOHOJAKTOHA JOJDKHA OBITh CHIDKEHA 10
1-2 Mr/Kr Maccel Tena B CyTKHU.

Criocob nnpuMeHeHus

Bnytps, nocne enpl. IIpuem cyTOYHOM 103bI MM NEPBOM YAaCTH CYTOYHOM JO3bI Ipemnapara

PEKOMEHIYETCS YTPOM.

4.3. IlpoTuBONOKa3aHUS

— I'unepuyBCTBUTENBHOCTh K CIIUPOHOJIAKTOHY WJIM K JIFOOOMY U3 BCIIOMOTaTEJIbHBIX BEILECTB,
IIEPEUNCIICHHBIX B paszene 6.1.

— bBone3us Anaucona.

— I'unepkanuemus, TMIIOHATPUEMHUSL.

— Tspkenas mo4e4yHasi HEIOCTATOYHOCTH (CKOpocTh KiyOoukoBor ¢unbrpanu (CK®) menee
10 mo/mun/1,73 M?), ocTpast TOUEUHAs HEOCTATOYHOCTD, AHYPHSL.

— Xponmueckass cepiedyHas HegoctarouHocts npu CK® < 30 wm/mun/1,73 m?

u (Wam)
KOHIIGHTPALIMU KPEaTHHHUHA B CBIBOPOTKE KpoBU Oosiee 220 MKkMOIb/11 (> 2,5 mr/mn).
— CoBMecTHOE TpPUMEHEHHE C DJIUIEPEHOHOM MM JPYIMMH  KajuiicOeperaronmmu

Ty PETUKAMH.
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— bepeMeHHOCTB, IEpUOJI TPYTHOTO BCKapMIIYBAHUS.

— Pexakas HaciencTBeHHass HENEPEHOCHMOCTb TallakTO3bl, ACPUIMT JIaKTa3bl, CHHIPOM
TIII0K030-TaJIaKTO3HOM ManbabcopOLUu.
4.4. OcoOble yka3aHHus U MepPbI NPEAOCTOPOKHOCTH NIPH MPUMEHEHHU U

C 0CTOPOKHOCTBLIO

['unepkanpyieMus; MeTabOIMYECKUN allu03; aTPHOBEHTPUKYJIIsIpHAs OJ0Kaaa (THIEepKaTUueMust
CIOCOOCTBYET €€ YCHICHHIO); MOuYeYyHasi HEJO0CTATOYHOCTh;, [auabeThyeckass HeppomaTHs;
caxapHblii aualer (y MalKMEHTOB C MOATBEPXKICHHOW WM MOJO03PEHHEM Ha XPOHHUYECKYIO
MIOYEYHYIO HEJAOCTATOYHOCTh); OJJHOBPEMEHHBIN IPUEM JIEKAPCTBEHHBIX CPEACTB, BbI3bIBAIOIINX
TUIEPKAIMEMUIO; MECTHass M o0mias aHecTe3us; IOKWIOW  BO3pacT; II€YEHOYHas
HEJ0CTAaTOYHOCTh; HUPPO3 MeUEHHU, TOPPUPHUSL.

BoaHO0-31eKTPOIUTHBIC HAPYIICHUS

[Tpu npuMeHeHun npenapara BepommnunakToH y NalMeHToOB ¢ HapyUIEHUSMH (QYHKIUHU TIOYEK U
IEYECHH, a TaKKEe Yy MAIUEHTOB I[OXKUJIOr0 BO3pacTa HEOOXOAMM PETYJSIPHBI KOHTPOJIb
nokasaresel 3JIEeKTPOIUTOB CHIBOPOTKH KPOBU U (DYHKIIMH MOYEK.

C 0co00if OCTOPOKHOCTBIO CJEIyeT IMPUMEHSATh CIHUPOHOJAKTOH Yy IAllMEeHTOB, OCHOBHOE
3a00JIeBaHNEe KOTOPBIX MOXKET MIPOBOLIMPOBATH PA3BUTHUE AllM/103a W/WUJIHM TUIIEPKATHEMHUH (B T. U.
y TAIMEeHTOB ¢ auabeThueckoi HedporaThei, KOTOpble MMEIOT TMOBBIIICHHBI PUCK Pa3BUTHUS
TUTICPKATTUEMHUH ).

OpnHOBpeMEHHOE  NPUMEHEHUE  CIUPOHOJAKTOHAa €  IpenapaTamMM,  BbI3bIBAIOIIMMU
TUIEepKaIueMUI0 (Hampumep, Jpyrue KanuicOeperaroommue IUypeTuku, HUHruouropsr AllD,
AQHTaroHUCTHl  peuenTopoB  aHruoreHsuHa II,  Omokaropbl  anmpJocTEpoOHa, TeNapuH,
HU3KOMOJIEKYJISIpHBI TemapuH, Mpernaparbl Kaiaus, OoraTas KajJueM JIHeTa, yNnoTpedieHue
KTMICOJCpKALIMX ~ 3aMEHUTENCH  COJNM), MOXKET TMPUBECTH K Pa3BUTHIO  TSKEIOM
TUIEpKaTUEMUH.

[Tomumo  rumepkajgMeMHM,  CHUPOHOJAKTOH  MOXET  BbI3bIBaTh  TMIIOHATPUEMHUIO,
TUIIOMarHUEMHIO, TUIIOKAJIbLINEMUIO, TUIIOXJIOPEMUYECKHUI allKajao3 U THIEPrIIMKEMHUIO.

[Ipy mpuMeHEHHM CIHUPOHOJAKTOHA MOXET BO3HUKHYTh OECCHMIITOMHAsi TMIIEPYPUKEMHS H
penKo — 000CTpEeHHE MOAarpHhI.

[TprieM cUpOHOJIAKTOHA MOKET BBI3BaTh TPAH3UTOPHOE MOBBILIIEHHE a30Ta MOYEBHUHBI KPOBH,
0COOEHHO Ha (JOHE UMEIOUIEToCs] HapyIIeHUs! GYyHKIUH MOYEeK.

Cnenyer mepuoIMYECKHM KOHTPOJIMPOBATH COJEP)KAHUE DJIEKTPOJIUTOB B CBIBOPOTKE KpOBH,
MOYEBOI KUCIIOTBI U TIIIOKO3bI B KPOBH.

['unepkanmeMus v MalMEHTOB C XPOHUYECKOU CePAEUYHON HENOCTATOYHOCTHIO
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NYHA runepkanuemMusi MOXET IPUBECTH K CMEpPTEIbHOMY HcCXoAy. KpuTuuecku BakHO
KOHTPOJIMPOBATh U KOPPEKTHPOBATH COJCpPKAHWE KalHs y MAlMEHTOB C TSDKEIOH CepAaeyHOn
HEI0CTaTOYHOCThIO, IOJYyYaroIlMX CHUPOHONAKTOH. He criemyer mnpuMeHsTh Ipenapar
COBMECTHO C APYTUMH KanuicOeperaromuMu IUypeTUKaMu. Y MalUeHTOB C COJEp:KaHUEM
KaJIus B CBIBOPOTKE KPOBH BBIIIE 3,5 MMOJB/I MPOTHBOIOKA3aHO NMPUMEHEHHUE IPErapaToB
Kanus. PekoMmenayemas yacToTa MOHUTOPHHIA COJCpPKAHUS Kalusi W KpeaTHHHHA — dYepe3
HEJIeNIo 1ocie Havyalla IpueMa Ipernapara Wid YBeIMYSHHs J03bl CIIUPOHOJIAKTOHA, €XEMECIIHO
B TEUCHME IEPBbIX 3 MECALEB, 3aTEM €XKEKBAPTAJIBLHO B TEUCHHUE T'0/1a, IOCIIE Yero — KaxJjsle 6
mecsueB. [lpu conepkaHuu Kajaust B CHIBOPOTKE KPOBU OOJbIIE 5 MMOJB/J WM KpeaTHHHHA
6ompme 350 MMoib/n (4 Mr/min) ciaeayer BPEMEHHO WIIM TOJHOCTBIO TPEKPAaTUTh MPHUEM
CHMPOHOJIaKTOHA (cM. pasaen 4.2.).

I'nnepxjopeMUYECKUM META0OIMYECKHH allHI03

CrupoHOJIaKTOH MOKET BBI3BaTh OOPATUMBIN THIIEPXIOPEMUYECKUN METAO0OIMYECKHA aluao3,
OOBIYHO B COYETAHUU C TUIEPKATMEMHUEH Yy HEKOTOPHIX MALMEHTOB C JEKOMIIEHCHUPOBAHHBIM
LUPPO30M II€YEHHU, JaXe NpU HaJUYMU HOpMaibHOM (yHKuuu nodek. Cienyer cobaronarhb
OCTOPOXXKHOCTb TP INPUMEHEHUM IIpernapaTa y IIalMEHTOB C OCTPBIMH WM TKEIBIMU
HapymeHusIMA (QYHKIMU TIE€YCHH, TaK KaK HHTCHCUBHAs MOUYETOHHAS TepaIysl MOXKET MPHUBECTH
K Pa3BUTHUIO [IEYEHOYHOM SHIIEPaIONaTHH.

I mauekomacTus

CHnHUpOHONIAKTOH MOXET BbI3BaThb I'MHEKOMacThO. B knumHuueckom uccnepnoBaHun RALES y
MAlMEHTOB C XPOHUYECKOM CepJieuHOl HEIO0CTAaTOYHOCTBIO, IMOJIyYaBIIMX CHUPOHOJAKTOH B
cpenHel 103e 26 Mr OJuH pa3 B CyTKH, puMepHO y 10 % MyXK4MH pa3Buiiach THHEKOMACTHSI.
Prck rmHeKOMacTHHM yBEIMUYMBAETCS MPONOPLHMOHAIBHO J03€; BpeMs OT Hadajla JICYEHHS JI0
NOSBJICHUSI TUHEKOMAacTHMM BapbuUpyeT OT 1-2 MecsneB a0 Oojnee YeM OJHOro Toja.
['maekoMacTusi 0ObIYHO OOpaTHUMa MpU OTMEHE Mpernapara.

eTH
KanuiicOeperatonye AMypeTUKH CIEIyeT C OCTOPOXKHOCTBIO MPHUMEHATh Yy JeTe ¢
apTepUaJIbHON TUIIEPTEH3UEH M JIETKOM IOYEYHOM HENOCTAaTOYHOCTBIO B CBSI3M C PHUCKOM
pa3BUTHUS THIIEPKATUEMHH.
IIpouee
VY nammenToB ¢ mnopdupuel mnpemnapar BepommuiakToH cieqyeT NpPUMEHSTh C  0co0oM
OCTOPOKHOCTBIO, TOCKOJIbKY MHOTHE IpenapaThl CTEPOUJHON CTPYKTYpPbl MOT'YT IIPOBOLIUPOBATh
obocTpenue nophupumu.

Bo Bpems npuema npenapata BepommuiakToH 3anpeniaercs: ynorpeOiIeHue aakorods.
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BcnoMorarebHEIC BEIISCTBA

IIpenapar BepommnuiakToH COACPKUT JIAKTO3bl MoHoruzapar. [lanmmenram ¢ penko
BCTPEYAIOLICHCA HACIIEACTBEHHOW HEMEPEHOCHMOCTBIO TaJIaKTO3bl, JS(HUIIUTOM JIAKTa3bl WIIH
[JIIOKO30-TAJIAKTO3HOM ~ ManbabcopOuueld He cleAyeT MpPUHHUMATh J3TOT JIEKAPCTBEHHBIN
npenapar.

4.5. B3amMmopeiicTBHMe ¢ JPYTMMH JIEKAPCTBEHHBIMH INpenapaTamMM M JApyrue BH/IbI
B3aHMO/JeHCTBUSA

OpnHoBpeMeHHBIH TMpHEeM Ipenapata BepommnuwiakToH C JAPYTUMHU KajauticOepe2arouumu
ouypemukamu, uneuoumopamu All®, anmaconucmamu peyenmopos aneuomensurna 11,
O0KAmMopamu arbO0OCmepoHa, npenapamamu Kaius, a TakkKe coOaoieHue OoraTtoil Kaamem
JMEThI WK yIIOTpeOIeHNE Kauiicoaep KaliX 3aMEHUTENIeH COJIM MOKET IPUBECTH K Pa3BUTHIO
TSYKEJION TUIEePKAIUEMHUH.

Onnepenon. OnucaHbl Cilaydyad TSDKEJIOTO pa3BUTUA TUIEPKAIMEMHM TP MPUMEHEHUU
0JI0KaTOpPOB aJIbJIOCTEPOHA B KOMOMHALIMM CO CIIUPOHOJIAKTOHOM. OJIHOBPEMEHHOE IPUMEHEHNE
npenapata BepolnuiakToH ¢ 3IUIEPEHOHOM U JAPYTMMHU KalluHcOeperaromyuMiu TuypeTuKaMu
IPOTHBOIOKA3aHo (cM. paszaen 4.3.).

[loMmuMoO  JE€KapCTBEHHBIX  CPEICTB,  JIOCTOBEPHO  BBI3BIBAIOLIMX  T'HIEPKAIHEMHUIO,
OTHOBPEMEHHOE  NPUMEHEHHUE  KOMOUHayuu  mpumemonpum/cyivgpamemorxcazon  (Ko-
MPUMOKCA30) €O  CHUPOHOJAKTOHOM MOXET IPUBECTH K KIMHUYECKH 3HAYMMOU
TUIIEPKATIUEMHUH.

O0HopemenHblLl npuem OuypemuKkog: yCUIeH!e Uy pesa.

Hmmynooenpeccanmol: TUKIOCIIOPUH M TaKpOJIMMYC MOTYT TMOBBIIIATh PHUCK Pa3BUTUS
TUIEPKAIMEMUH, BBI3bIBAEMOM CIIHPOHOIAKTOHOM.

Konecmupamun, ammonus x10pud MOTYT TakKe TOBBIIIATH PUCK PA3BUTHS TUIIEPKATHEMHH U
TUIEPXIOPEMUYECKOT0 METAO0IMYECKOT0O allu103a.

Tpuyukiuyeckue anmuoenpeccanmol U HeUpoIenmuKky MOTYT YCUIIMBATh aHTUTMIIEPTEH3UBHBIM
b exT cnupoHoIaKTOHA.

l'unomen3zusnvie cpedcmea: CIUPOHOJAKTOH TOTEHUUPYET JeHCTBHE TMIOTEH3UBHBIX
IIPENnapaToB, 103y KOTOPBIX IPU OJHOBPEMEHHOM IIPUEME CO CIMPOHOJIAKTOHOM, BO3MOXKHO,
noTpeOyeTCsl CHU3UTh M KOPPEKTUPOBATh B JAJbHEHIIIEM B ciiydae He0OXoauMocTH. [TockompKy
uHruouTopsl AII® cHMXAIOT BBIPAOOTKY allbJOCTEPOHA, HE CIeAyeT MCIOIb30BaTh Mpernaparhbl
JTAHHOM TIpyNIbl COBMECTHO CO CIHMPOHOJAKTOHOM HAa IIOCTOSIHHOM OCHOBE, OCOOEHHO Y
NaIMEeHTOB C YCTAHOBJICHHBIM HapylIeHHeM (YHKIIHUU MOYEK.

OnHOBpEeMEHHBIN MPUEM C HUMPOSTUYEPUHOM, UHBIMU HUMPAMAMU UTU 8A300ULAMAMOPAMU

MOJKET YCUJIMBATh aHTUTUIIEPTEH3UBHBIN YPHEKT CHUPOHOIAKTOHA.
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CO CIIUPOHOJIAKTOHOM OPTOCTATUYECKYIO TUTIOTEH3HUIO.

Ilpeccopnvie amunvl (HopanuHedpuH): CHUPOHONIAKTOH CHUKAET COCYIUCTBIC DPEaKLIUU Ha
HopanuHeppuH. [lo 3Toil mpuumMHe cleqyeT coONoAaTh OCTOPONKHOCTh TMPHU MPOBEACHUU
MECTHOM WJIM 001Iel aHeCTe3UH Y MAlUEeHTOB, IPUHUMAIOIINUX CIIMPOHOIAKTOH.

Hecmepouonvle npomusogocnanumenvhvie npenapamsl (HIIBII): y HEKOTOPHIX MAIMEHTOB
npuem HIIBII MoxeT cHM»KaTh NUYpPETHYECKUN, HATPUHYPETUYECKUN U aHTUTMIICPTCH3UBHBIN
3¢ dexTsl NeTneBblX, KaluicOeperaromux M THA3UAHBIX AUYpeTHKOB. OIHOBpEMEHHOE
npumenenue HIIBII  (Hampumep, amneTWICATMIMIOBONM  KHUCIOTBI, HWHJIOMETAllMHA U
Me(eHAMOBOW KHUCIIOTBI) ¢ KanuiicOeperamumMu TnypeTUKaMU MOXET MPHUBECTH K Pa3BUTHIO
TSDKEJION TUTepKanueMud. Takum o0pa3oM, IpHU OJHOBPEMEHHOM IpHEME CIUPOHOJAKTOHA C
HIIBII crnegyeT TiatensHO KOHTPOJIMPOBATH COCTOSHHME IMAIMEHTA HA MPEIMET JOCTHUKEHHS
kKesnaeMoro 3 Qexra MOUYErOHHOTO Mpenapara.

I nirokokopmuxocmepoudwl, adpenoxopmuxomponuwviti 20pmoH (AKTI): MOXET yBEIMYHUBATHCS
CKOPOCTh BBIBEICHHS DJIEKTPOJIUTOB, B YaCTHOCTH, MOKET HAOIIOAATHCS TUITOKATHEMHUSL.
Jueoxcun: CIUPOHONAKTOH MOXKET YBEIWYHBATh MEPUOJ TIOTYBBIBEICHUS TUTOKCHUHA, YTO
MOJKET MPUBECTH K YBEIWYCHHIO KOHIEHTPALMKM JIUTOKCHMHA B CHIBOPOTKE KPOBU U, Kak
CJICJICTBUE, YCWICHHUIO €T0 TOKCUYHOCTH. [Ipu mpremMe CiimpOHOJIAKTOHA MOXKET OTPeOOBaThCS
CHWDKEHHUE N103bl AurokcuHa. CieayeT THIATEIbHO KOHTPOJIMPOBATH COCTOSHUE IMAlMEHTA s
MPEIOTBPALCHHS EPEAO3UPOBKU AUTOKCHUHA WU HEIOCTATOYHOMN AUTUTATU3ALINY.

Anmunupun: CIUPOHOJIIAKTOH YCKOPSET METa0OIU3M aHTUITHPHHA.

Ilpenapamel numus: Kak TPaBHUIIO, TPEMApaThl JIUTUS HE CIEAYeT MPUMEHSTh COBMECTHO C
TUypeTUKaMu. JMypeTHUKHA CHUXKAIOT MOYEUYHBIN KIMPEHC JIUTHS W TOBBIIIAIOT PUCK PA3BUTHS
TOKCHYeCKHX 3 (HEeKTOB MpernapaToB JIUTHS.

Kapbenoxconon MOXeT BbI3BIBATh 3aJI€PXKKy HATpUsS B OpraHU3Me M, KaK CJIEeICTBUE, CHUXKATh
sbdexTuBHOCT,  criupoHojakToHa. Cremyer wu30eraTb OJHOBPEMEHHOTO  MPUMEHEHUS
KapOEHOKCOJIOHA M CTUPOHOJIAKTOHA.

Kapbamazenun: ipu ONHOBPEMEHHOM MPUMEHEHHH C JUYPETHKaMH IperapaT MOKET BBI3BATh
KJIMHUYECKH 3HAYMMYI0 TUIIOHATPUEMHUIO.

T'enapun, Huskomonexynsapuvie cenapunvl: OTHOBPEMEHHOE MPUMEHEHHE CO CIIUPOHOIAKTOHOM
MOJKET MPUBECTH K TSKEION TUIIEPKATHEMUH.

Ilpouszsoonvlie Kymapuna: CHOUPOHOJIAKTOH CHIDKAeT d(O(PEKTUBHOCTh JAHHOW TPYIIIBI
penaparos.

COupoHOIAKTOH MOXKET YCWIMBATh JeWUCTBHE aHanoz2o8 [HPI (2onadomponun-punusume

20pMOHQA): TPUNTOPENNHA, OycepennHa, TOHAI0peHa.
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b osanuitNOCTELOBATENEHOC TS 0004)

Bausnue na pezynemamuol 1a60pamopHuix uccie

B nuteparype onncaHO HECKOJIBKO CIy4aeB BIMSHUS CIIMPOHOJIAKTOHA WIIM €r0 METaOOIUTOB HA
MOKa3aTelb KOHIEHTPALMU JUTOKCHHA, OMPEACICHHBI METOJOM PAJHOMMMYHHOTO aHAlM3a.
KnuHuyeckasi 3HAYMMOCTh JAHHOTO B3aUMOJICHCTBUS ITOKa HESICHA.

[lpu ¢uryopuMeTpUYecKOM aHaIKM3€ CIHPOHOJIAKTOH MOXKET BJIMATH Ha pe3yJibTaT aHaln3a
COJICp)KaHUsI COCOUHEHUH C aHAJIOTHYHBIMH MapamerpamMu QIyopecleHnn (Hampumep,
KOPTHU30J1, SITUHEPPUH).

4.6. ®epTHIBHOCTh, 0€PEMEHHOCTDb U JAKTALHS

bepeMeHHOCTB

CrpoHoakTOH 007a/1aeT aHTHAHAPOTreHHBIM 3 deKkToM y yenoBeka. CIIMPOHOIAKTOH U €ro
METabOMTHl TIPOHUKAIOT Yepe3 IUTalleHTapHbIH Oapwep. [IpuMeHEHHEe CIHPOHOJIAKTOHA IPHU
OEpEMEHHOCTH MPOTHUBOIIOKA3aHO.

Jlakranus

MeTabonuThl CIHUPOHOJAKTOHA NPOHHMKAIOT B TpyAHOe Moioko. [lpum HeoOxommmocTh
NPUMCHCHUS CIUPOHOJAKTOHA TPYJAHOE BCKApMIIMBAHUE CIIEAYeT MPEKPAaTUTh W TMEPEUTH Ha
IbTEPHATUBHBIC METOJIbI KOPMJICHUS PEOCHKA.

4.7. BausiHde Ha CMOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CPeACTBAMH W PadoTaTh C
MeXaHu3MaM#

Y HEKOTOpBIX MAalMEeHTOB HAOIIOJAINCh COHJIMBOCTh W TOJIOBOKPY)KCHHE IMPU MPUMCHCHUU
CIMPOHOJIAKTOHA. J[JIUTEIBHOCTh OTPAHUYCHUI YCTaHABIMBACTCS B MHIMBHIYaJTbHOM TOPSIIIKE.
4.8. Hexkes1aTelbHbIEe peaKIUH

YacroTra pa3BUTHS HEXKENATEIbHBIX PEAKIMA MPEICTaBICHa CICAYIONIMM 00pa3oM: O4eHb 4acTo
(> 1/10 cmyuaeB), yacto (= 1/100 u < 1/10 cnyuaes), nHewacto (> 1/1000 u < 1/100 cmyuaeB),
peako (>1/10000 u < 1/1000 cmywaeB), oueHb penako (< 1/10000 cnmyuaeB) M «4acToTa
HEU3BECTHA» (HA OCHOBAaHUH MMEIOIINUXCS TaHHBIX OLIEHUTh HEBO3MOXKHO).

Hapvymenns co cTopoHBI KPOBH U JIUM(ATHYECKON CUCTEMBI

Ouenb pedko: arpaHyJIOLUTO3, TPOMOOIIUTOTICHUS, D03UHO(PHITHSL.

Hapy1iienus co cTOpOHbI MMMYHHOMN CUCTEMBI

Peoxo: runepuyBCTBUTEIBHOCTD.

QHHOKDI/IHHI)Ie HapyHICHUA

Ouenb pedxko: TAPCYTU3M.

Hapyimenus MeTa00a13Ma U MHUTaHUS

Ouenv yacmo: TUIICPKATIMCMU A (y MalMEeHTOB C MOYEYHOM HEJOCTAaTOYHOCTHIO U Y NalruCHTOB,

OJIHOBPEMEHHO MOJIYyYarouX Ipernaparsl Kaius);
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Yacmo: tunepkanuemus (y TMOXHUIBIX MAIMEHTOB, nﬂﬁl'%éx;g%%'ﬁgﬁgﬁﬁgr'yTﬁé{ﬁ}éﬂmB,

OJIHOBPEMEHHO NPUHUMAIOIUX HHIHOuTOphl AIID);
Peoxo: runonarpuemus, Aeruaparanus, nophupus;
Yacmoma neuszsecmna: TUNEPXIOPEMUUECKUIN allua03.

[Icuxmyeckne HApyIIeHUS

Heuacmo: CIIyTaHHOCTb CO3HAHUA.

Hapyiienus co CTOpOHBI HEPBHOM CUCTEMBI

Heuacmo: coHIMBOCTH (y MAllUEHTOB C LIUPPO3OM IEUEHU ), TOJIOBHASI 0OJIb;
Ouenb pedxo: mapanud, maparierus.

Hapyiienus co cTOpoHEI cepara

Ouenv uyacmo.: aputMuu (y TaLKUEHTOB C IIOYEYHOM HEAOCTATOYHOCTBIO M Yy MALMEHTOB,
MOJTy4YaIOIUX MPEenapaThl Kalusi 0JJHOBPEMEHHO CO CIIMPOHOIAKTOHOM).

Hapy1mienusi co cTOpOHbBI COCYOB

Ouenwb pedko: BaCKyJIUT;
Yacmoma neuzsecmna: CHUKEHUE apTEPUATIBHOTO JaBICHHUS.

Hapynienus co cTOpOHBI JIBIXaTeIFHOM CHCTEMBI, OPraHOB I'PYJIHOM KJIETKH M CPEAOCTEHHS

Ovuenb pedxo.‘ HU3MCHCHHUC TOHAJIBHOCTH I'0JIoCa.

)KCJ'IVI[O‘-IHO-KI/IHIGIIHI)IG HapyHIcHUsA

Yacmo: TOWUIHOTA, PBOTA;
Peoxo: ractpurt, A3Ba, )KeIyJ0YHOE KPOBOTEUCHHE, OOJIb B JKEIyIKEe, AUapesl.

Hapy1ieHus co CTOpOHBI HEUYCHU M KEITYEBBIBOISIINX IYTEH

Ouenb pedko: TEATHT.

HapyieHus co CTOpOHBI KOXKHU U MOJIKOKHBIX TKaHENH

Peoko: chinb, KpanvBHULIA,

Ouenb pedxo: anomnenus, 5K3eMa, KOJbLEBHIHAs dpUTEMa, BOJIYAHOUYHONOAOOHbBIE M3MEHEHUS
KOXH;

Yacmoma neuzeecmna: Oynie3HbIN IeM(PUTOHI.

Hapyi1iienns co CTOpOHBI MBIITIEYHON, CKEISTHON M COSIMHUTEIbHON TKAaHU

OuyeHb pedxo: OCTEOMATISIIHS.

HaDVHIeHI/ISI CO CTOPOHBI ITOYEK 1 MOYCBBIBOIAIITNUX HVTeﬁ

Ouenwb pedko: ocTpas MoveyHasi HeI0CTaTOYHOCTb.

HapylieHus co CTOpOHbBI PENPOAYKTUBHOM CUCTEMbI 1 MOJIOYHBIX JKEIE3

Ouenb uacmo. CHWKEHHME JTUOWUI0, SPEKTUIIbHAS IUC(HYHKIUSA, THHEKOMAcTHs (y MYXK4YHH),
00JIe3HEHHOCTh TPYIHBIX Kene3, 00jib B Ipyau (y MY>KYHMH), YBEJIMUYEHHUE MOJIOYHBIX JKEJe3,

HapyIIEHUS] MEHCTPYaITHHOTO ITUKJIA (Y KEHIIHH);
10
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Yacmo: 6ecrinonue (Mpu NpUMEHEHUU Mpernapara B Bblcg_hlh%-:n—@gc'-'[ﬁisu‘d_ ﬁgkﬁ})' Tb 0004)

OO011e HapyIIEHUI U PEAKIIUU B MECTE BBEICHUS

Heuacmo: aCTCHUA, YCTAJIOCTD.

.Ha6ODaTODHBIe U MHCTPYMCHTAJIbHBIC TaHHBIC

Ouenb pedxko: TOBBIILIEHHE KOHIEHTPAlUd MOYEBHHBI B CBIBOPOTKE KpPOBH, IOBBIIICHUE
KOHLEHTPALlUU KPEaTUHNHA B CBIBOPOTKE KPOBH;
Yacmoma neuzsecmua: NOBBILICHUE COJICPIKAHHS TIIMKO3WINPOBaHHOTO remorinoounna (HbALc).

COO6H.I€HI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

Baxxno coo0miare 0 MOJ03peBaeMbIX HEXKENATENbHBIX pEeaKIUsiX I[0Clie pPETUCTpaluu
JIEKapCTBEHHOTO Iperapara ¢ Helibl0 00eCTIeYeHNs] HePEPhIBHOIO MOHUTOPUHTAa COOTHOIICHHS
«T0JIb3a — PHUCK» JIEKAPCTBEHHOrO mpemnapara. MeIUIMHCKUM PaOOTHUKAM PEKOMEHIYETCS
coo0IaTe O JIIOOBIX TMOJ03PEBACMbIX HEXKENATEIbHBIX PEaKIUsAX JEKapCTBEHHOTO Ipemnapara
yepe3 HAllMOHAIbHBIE CHUCTEMBbl COOOIICHHS O HEXKEeNAaTeIbHBIX PEaKIUSAX TOCYIapCTB-UICHOB
EBpa3uiickoro 3K0HOMHYECKOTr0 CO03a.

Poccuiickasa ®@eoepayus

DdenepanbHas ciyx0a 1Mo Haa30py B chepe 3apaBooxpaneHus (Poc3apaBaaazop)

Anpec: 109012, r. MockBa, CriaBstHCKas IUIOIIa b, 1. 4, cTpoeHue |

Tenedon: +7 800 550 99 03

E-mail: pharm@roszdravnadzor.gov.ru

Caiir: https://www.roszdravnadzor.gov.ru

MenunuHckre paOOTHUKH TakXe MOTYT COOOIIATh O HEXENATENbHBIX PEaKIHsIX JIep:KaTero
PEruCTPaIlMOHHOTO  YAOCTOBEPEHUS MM TPEACTABUTENIO JIep)KaTeisl PEerucTpaliuoHHOTO
YAOCTOBEPEHUS 110 KOHTAKTaM, YKa3aHHBIM B paszzeine 7.1.

4.9. Ilepeno3npoBka

CuMOTOMBI

CoHNMBOCTh, CIIyTaHHOCTh  CO3HAaHMS, TOIIHOTA, pPBOTA, TOJIOBOKPYXEHHE, Juapes,
MakyJionamnyJjie3Has WIM SpUTeMaro3Has Chillb. Pexe MOXXEeT BO3HHUKAaTh TUIEpKAINEMHUS U
TUIOHATPUEMHUSI, OCOOEHHO Y MAIMeHTOB C MOYEYHOM HEJAOCTaTOYHOCThIO. Y TNAalMEeHTOB ¢
TSDKENBIMU 3a00JI€BaHUSIMU TIEUEHU Tepe03UPOBKA MOKET IPUBECTU K MIEYCHOYHON KOME.
Jleuenue

Cneunduueckuif aHTUAOT OTCYTCTBYeT. [IpoMbIBaHHE XKenmynKa, CUMITOMAaTHYECKOE JIeUYEeHUE
JeruipaTali, KOpPeKLrs apTeprUalbHON TUITOTEH3UH U BOCCTAHOBIIEHUE KUCIOTHO-IIEIOYHOTO
paBHOBecus. [Ipu runepkanreMun HEOOXOAUMO HOPMAIU30BATh BOJHO-AJIEKTPOIUTHBIH 0OMEH
C TIOMOIIbIO KaJIUMBBIBOISIIUX JUYPETUKOB, OBICTPOrO MapeHTEpalbHOTO BBEACHUSI pacTBOpa

JIEKCTPO3bI (TITIOKO3BI) C MHCYJIMHOM. B TSDKEINbIX Clydasx MPOBOISAT T€MOIUAINS.
11
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5. ®APMAKOJIOTMYECKHUE CBOMCTBA (MOCNEACBATENBHOCTE 0004)

5.1. ®apmakoaMHAMHYeCKHe CBOlicTBA
®apmakoTepaneBTUUecKas Tpyla: ITUYPETUKH; KalulcOeperaromme AUYypeTHUKU; aHTarOHHUCThI
aJIbJI0CTEPOHA

Kon ATX: C03DAO1

Mexanusm nencTBus

CIUpOHONIAKTOH SBIISICTCSA KaTMHCOEPEraroumM JUyPEeTHKOM MPOJOHTHPOBAHHOTO JEHUCTBHS,
KOHKYPEHTHBIM aHTaroOHHCTOM aJIbJOCTEPOHA (MUHEPATIOKOPTUKOCTEPOUIHBIH TOPMOH KOPBI
HA/MIOYEYHUKOB). B JucTanbHBIX OTJenax KaHalblla CIMPOHOJIAKTOH MPEISTCTBYET 3allepiKKe
IBJOCTEPOHOM HATpUs M BOJBl M TOAABISIET KaTMUBBIBOAAUMNA 3((dEeKT anbaocTepoHa.
CBsI3bIBasCh C peLENTOpPaMU ajbJ0CTEPOHA, YBEIMUYMBAET SKCKPEIMIO MOHOB HATpHsl, XJIopa U
BOJIbl C MOYOM, YMEHBIIAET BHIBEJCHUE MOHOB Kl U MOUYEBUHBI, CH)KAET KUCIOTHOCTh MOYH.
BenenctBue nuypermdeckoro 3p@exkra COUPOHONAKTOH CHUXKAET apTepUalbHOE IaBlIEHUE U
OKa3bIBa€T AHTUTUIIEPTEH3UBHOE JACHCTBHE.

Kinnnueckas 3ddekTuBHOCTS ¥ 0€300aCHOCTD

PannomusupoBanHoe uccnenoBaHue npumenenus anbaaktona (RALES) — nBoitHoe crenoe
MHOTOLIEHTPOBOE HCCIIEI0BaHKE, POBEACHHOE ¢ yyacTreM 1663 manueHToB ¢ Gpakuueii Beiopoca
He Oosiee 35 %, C yCTaHOBJIEHHOW B TeueHHUE O MECSIEB 1O BKJIIOUECHUS B HCCIEAOBAHUE
cepaeuHOr HepocTatouHoCThIo [V Kitacca no knaccudukammu NYHA, Ha MOMEHT paHI0MH3AINAN
MMEIOIIMX cepleuHyro HepocrarouHocTh III-IV kiacca. Bee manueHTsl IpUHUMAIM IETIEBBIE
muypetuku, 97 % mnanueHToB npuHUManu uHruourop AllD, 78 % mnanueHToB NMpUHUMAIH
JUTOKCHH (HAa MOMEHT MPOBEJIEHHS UCCIE0BaHUs OeTa-aipeHO0I0KaTOpbl HE UMENU LIIMPOKOrO
pacnpocTpaHeHus, Toiabko 15 % mamueHTOB Toydanu Oerta-anpeHoOnokaropsl). IlarueHTsl,
MMEBIINE UCXOHOE MOBBIIIEHNE KOHIIEHTPALMH KPEaTHHUHA B CHIBOPOTKE KPOBU Oojiee 2,5 Mr/ i
WIN TIOBBIIIEHHE HCXOJHOIO COJEpKAHUS Kajisl B CBHIBOPOTKE KpoBH Oonee 5,0 MOkB/1, He
BKJIIOYAJIUCh B HCCJENOBaHME. Takke U3 HMCCIEeNOBaHMS HCKIIIOYAINCh TMAlUEHThI, Y KOTOPBIX
PEruCTpUPOBAIIOCH MOBBILLIEHUE COJIEPYKAHMSI KaJIUsl B CBIBOPOTKE KPOBU Ha 25 % 10 CpaBHEHHUIO C
VCXOJIHBIM IIOKA3aTeJIEM.

[TarrieHTs! OBUTH PaHIOMHU3UPOBAHBI B COOTHOIIEHUH 1:1 B rpymmy CUPOHOJIAKTOHA 25 MT OJUH
pa3 B CyTKM WM B TpyIIy, MOJyYarollyl0 COOTBETCTBYIoulee uianedo. Ilanmentam, xopoio
NEPEHOCUBUIMM Ipenapar B 703e 25 MI/CyT, MO KIMHUYECKUM IIOKa3aHUSM /103y Ipernapara
yBennuuBaiu a0 50 mr/cyt. [lanmeHTaM, He NEPEHOCUBLIMM IpenapaTr B J103€ 25 MI/CYT, 103y
CIIMPOHOJIAKTOHA CHWXamu 10 25 mr 1 pa3 B 2 pgua. IlepBUuHON KOHEYHOM TOYKOM B

uccnenoBannu RALES sBisiiack cMepTHOCTB OT JHOOBIX TPUYHH.

12
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[Tocre HabmrOEHUS 3a MAIMEHTaMUd B CPEIHENI B Teuel 'c':-é-zll Evl%'ciﬁt‘ég %%MBJPH/IQ I@ALES

OBUIO 3aBEpIICHO JOCPOYHO, TIOCKOJIBKY B XOJI¢ TUIAHOBOTO MPOMEKYTOYHOTO aHaM3a ObLIO
BBISIBJICHO 3HAYMMOE CHIKEHHE CMEPTHOCTH B TPYIIE NAIIMEHTOB, MOJYYalOIIUX CIUPOHOIAKTOH.
CrnupoHonakToH cHiKan puck cMeptd Ha 30 % mo cpaBHenuio ¢ ruiane6o (p < 0,001; 95 %
noBepuTebHbI nHTepBan ot 18 % mo 40 %). Kpome Toro, cnupoHONIaKTOH 3HAYMMO CHHYKAI
PUCK CEpACYHOM CMEpTH, MPEKIE BCEr0 BHE3AMHON CEpIEYHOM CMEpPTH U CMEPTH OT
MPOrPECCUPOBAHUS CEPACYHOM HETOCTATOYHOCTH, a TAKXKE PHUCK TOCHUTAIM3AIMHU MO IMOBOIY
3a0oneBanuii cepana. M3meHeHus cragum mno  kinaccuukanmu NYHA  Obtm - Gosee
OaronpusTHHIMU B TpyIIe, MOJydyaromield CIUPOHOJAKTOH. ['mHexkomacTusi U 00jib B Ipyau
HaOmoaamuch y 10 % My’k4MH, OJy4YaBIIMX COMPOHOJIAKTOH, 110 CpaBHEHUIO ¢ 1 % y MyXuuH B
rpymmne tiane6o (p < 0,001). Yacrora pa3BUTHS TSHKENOH THIEpKATHMEMHH ObUTa OJUHAKOBO
HU3KOH B 00€uX rpyrmiax MaieHToB.

5.2. ®apMaKoOKHHeTHYECKHE CBOHCTBA

AOGcopouus

CnupoHOIaKTOH OBICTPO M TOJIHOCTBIO BCACBIBACTCSl M3 JKENYJA0YHO-KUIIEYHOTo Tpakrta. [lpum
NepopaTbHOM MPUMEHEHUHU MOJIBEPTraeTcsi BhIpAKEHHOMY 3((EKTY «IepBOro MPOXOKIACHUS C
oOpa3oBaHueM (apMaKOJIOTHYECKH AKTUBHBIX MeTabonuToB. OIHOBPEMEHHBIM MPHUEM MHILU
YBEITUYMBACT OMOIOCTYITHOCTh CIIUPOHOJIAKTOHA.

[Tpu pueme B 103e 100 Mr B cyTkH B TeueHue 15 aHEH 310pOBBIMU TOOPOBOJIBIIAMU TOCTIE €7IbI
BpeMsl JOCTH)KCHUSI MAaKCUMAJIbHON KOHIIEHTpauu npemnapata B 1wia3me (Tmax) 1 MakcumanbHas
koHIeHTpanuss B miaa3Me (Cmax) CHHPOHOJAKTOHA COCTABHIJIM COOTBETCTBEHHO 2,6 uHaca U
80 ur/mi. s MmetaboiuToB 7-anb(a-THOMETUII-CTUPOHOIAKTOHA U KaHPEHOHA Tmax COCTaBHIIO
3,2 yaca u 4,3 yaca, Cmax — 391 ur/mi u 181 HI/MA COOTBETCTBEHHO.

Pacnpenenenue

CrupoHOJAaKTOH U €ro MeTabOJUThl aKTUBHO CBSA3BIBAIOTCS ¢ OeJIKaMu Ijia3Mbl KpoBU (Oosee
yeMm Ha 90 %). COMpOHOJIAKTOH M €ro MeTabOJIUTHl MPOHUKAIOT Yepe3 IUIALEHTy U B TPyIHOE
MOJIOKO.

BI/IOTDaHC(bODMaHI/IH

CnupoHONMakTOH OBICTpO MeETa0ONM3HpYEeTCsl B OpraHu3Me ueloBeka ¢ 00pazoBaHUEM
cepocoaepkamux ~ MeTabonuToB  (7-anb(ha-THOMETHI-CIIMPOHOJIAKTOH,  6-B-ruapokcu-7-o-
THOMETHUJI-CITUPOHOJIAKTOH) M METa0O0JIUTOB, HE COIEpKAIINX cepy (KaHpeHOH). OTHOCUTEIbHAS
AHTUMHUHEPATOKOPTHUKOUTHAS AKTUBHOCTh META0OJIUTOB M0 CPABHEHUIO C MCXOIHBIM BEIIECTBOM

COCTaBJISIET COOTBETCTBEHHO 68 %, 33 % 1 26 %.

DaUMUHALUSA
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nonyBeiBesieHUsT (T1/2) HEM3MEHHOTO CIUPOHOJIAKTOHA, 7-aib(a-THOMETHUII-CIIMPOHOJIAKTOHA U
KaHpEeHOHa cocTaBuiI npumepHo 1,4 gaca, 13,8 yaca u 16,5 yaca cOOTBETCTBEHHO.

MeTaboauThl BBIBOASATCS B OCHOBHOM ITOYKaMH, B HE3HAYMTEIbHOM KojmuecTBe (14-36 %)
BBIBOJISITCS C JKEITYBIO Yepe3 KUIICYHUK.

JInHeHHOCTh (HEIUHEHHOCTD)

B guamazone ot 25 mr no 200 Mr cymiecTByeT NpUOIU3UTEIBHO JIMHEHHAS 3aBUCHMOCTh MEXTY
OJIHOKPATHOM J1030M CHUPOHOJAKTOHA W KOHIIGHTpalMel KaHpeHOHa B IutazMe Kposu. [lpu
npuemMe 0ojiee BBICOKMX 103 KOHIIEHTpAIlusl KaHPEHOHA CTAaHOBHUTCS MEHEEe MPOIOPIMOHAIbHA
103€ (BEpOSITHO, BCIICJCTBUE 3aMEIIICHUS] (PEPMEHTATUBHOTO META00M3Ma CTUPOHOJIAKTOHA).

Oco0Bble IPVIIILI MAIUEHTOB

Hapywenue ¢pynxyuu novex

dapMaKOKMHETUKA CIUPOHOJAKTOHA Yy TMAIMEHTOB C IIOYEYHOH HEJIOCTaTOYHOCTHIO HE
U3ydanach.

Hapywenue ¢ynxyuu nevenu

dapMaKOKMHETUKA CIIMPOHOJIAKTOHA Yy TMAIMEHTOB C IIEYCHOYHOM HEIOCTaTOUYHOCTHIO HE
usydanack. Coob1manock 00 yBeIWYEeHHUH TEPMHUHAIBLHOTO T1/2 CIMPOHOIAKTOHA y MAllMEHTOB C
[IUPPO30M IMEUCHH U ACITUTOM.

Tooswcunoii sozpacm

CDapMaKOKI/IHeTI/IKa CIIMPOHOJIAKTOHA Yy MAIUCHTOB ITIOKHUJIOTO0 BO3pacTa HE U3ydallaCh.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTeIbHbIX BelIeCTB
Marnus creapar

JIakTO3bI MOHOTHJIPAT

Kpaxwman kaprodenbHbIit

Kpemuust nokcua KoJJIOUIHBIN (a3pOCHIT)
Tanpk

6.2. HecoBMecTUMOCTD

He npumenumo.

6.3. Cpok roaHocTH (CpOK XpaHeHHs)

4 rona.

6.4. Oco0ble Mepbl NPEI0CTOPOKHOCTH NPH XPAHEHUH
[Tpu Temneparype He Boie 25 °C.

6.5. XapakTep u cofep:kaHue NEPBUYHONH YIAKOBKH
14
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HNOJMBUHUIXJIOPUIHON U (DOJIBI'H aTFOMHUHUEBOM NEUYATHOH JTAKUPOBAHHOM.

I[To 1, 2 unu 3 KOHTYpHBIE SUEHKOBbIE YIAKOBKH BMECTE C MHCTPYKLMEN [0 IPUMEHEHUIO
IIOMEIAIOT B IaUYKy U3 KapTOHA.

6.6. Oco0ble Mepbl NPeJOCTOPOKHOCTH INPH  YHUYTOKEHHHM HMCIOJIB30BAHHOIO
JICKAPCTBEHHOI0 Npenapara WJIM OTX0A0B, TMOJYYEHHBbIX IIOCjIe NPHUMEHEeHHus!
JIEKapPCTBEHHOI'0 NpenaparTa ujiM padoTsl ¢ HUM

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPALHUOHHOI'O YAOCTOBEPEHUSA

Poccniickas @enepanys

AO «AJINYM»

Anpec: 142279, MockoBckas o01., T. Cepnyxos, 1. O6onenck, tep. Ksapran A, 1. 2.
Tenedon: +7 (495) 646-28-68.

OnekrponHas modra: info@binnopharmgroup.ru

7.1. IlpeacTaBUTENb A€PsKATE/Is] PETHCTPALMOHHOTO Y10CTOBEPEHUsI

IIpereH3uu HOTDG6HTCHCﬁ HaOpaBJISTh 10 aAPECY.

Poccniickas @enepanus

AO «AJINYM»

Anpec: 142279, MockoBckas o0i1., T. Cepnyxos, 1. O6onenck, tep. Ksapran A, 1. 2.
Tenedon: +7 (495) 646-28-68.

OnekrponHas moura: info@binnopharmgroup.ru

8. HOMEP PETICTPAIIMOHHOT'O YIOCTOBEPEHUS
JITI-Ne(000485)-(PT-RU)

9. IATA MEPBUYHOM PETUCTPAIIMU (IMOATBEPKJIEHUS PETUCTPALINY,
INEPEPET'UCTPALIUN)
Jara nepBoii peructpauuu: 28.12.2021

10. JATA NEPECMOTPA TEKCTA

OOmast  xapakTepUCTHKa JIEKapCTBEHHOIO Ipernapara BepommnmwiakToH JOCTyHmHa Ha
uH(pOpMallMOHHOM TmopTaje EBpasuiickoro SKOHOMHMYECKOTO COr03a B HH(OPMALMOHHO-

KOMMYHHUKaIMOHHOM cetn «HTepHeT: http://eec.eaeunion.org.
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